








Confirmation of Receipt – Response Required  

Follow up to URGENT PRODUCT CORRECTION 
NOTIFICATION  
 

Positively Biased Results using VITROS® Immunodiagnostic Products Intact PTH Reagent 
Packs  
  

Please return completed form by fax or scan to PDF and email so that we can complete our records no later than: 5-Dec-2016 
Send to: Anthony Leung e-Mail Address: anthony.leung@orthoclinicaldiagnostics.com Fax: 6486 1151 

 

Please Confirm I received the follow up to the previous Product Correction Notification (Ref. CL2016-220ea) regarding results obtained 
from VITROS iPTH Reagent Packs that were positively biased compared to an alternative commercially available 
method. 

I understand that the performance of the assay has not changed, I should consider verifying or re-establishing the 
reference interval and proper sample handling is essential for accurate results. I am aware of the potential for up to 
20% positively biased results compared to the Roche Elecsys PTH test using VITROS iPTH Reagent Packs for samples 
with iPTH concentrations of up to 137 pg/mL. 

Please choose from the following: 

 My laboratory does not currently use VITROS iPTH Reagent Packs and is not affected by this issue. 

 My laboratory uses VITROS iPTH Reagent Packs; I am aware of this issue and will continue to use this product.   

 My laboratory has VITROS iPTH Reagent Packs. I am aware that I may continue to use the product, but have decided to discontinue using and 
discard the quantity listed in the table below. Credit my account (Credit can be issued for full or partial sales units.) 

 

Product Name/Product Code/LOT Quantity Discarded 
  

VITROS iPTH Reagent Packs / 6802892        
VITROS iPTH Calibrators / 6802893       
One Sales Unit for VITROS iPTH Reagent Packs  = 1 Pack containing 100 wells  
One Sales Unit for VITROS  iPTH Calibrators = 1 box containing 3 sets of calibrators 
 
 

Your signature provides confirmation that you have received and understand this notification. 

Your Name:  

Signature: 
Required if sent by  

fax or a scanned PDF  

Phone Number:  Date:  
 

 

Your Comments:   
 

 
 

Your Name and Address  

Please complete this section 
Institution/ 
Contact Name: 

 

Address:  
City:  State/Prov:  Zip/Postal Code:  
Phone:  Fax:  
e-Mail:  
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